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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 15 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 15 recites the terms soy protein material. Even though the specification provides a 
broad definition of the terms they cannot be read into the claims. The definition of the said terms 
should be recited in the claim. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined application 
claim is either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., 
In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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Claims 1, 3-7 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 27-28 and 30-32 of U.S. Patent No. 6,326,366 ( c 366 
patent). Although the conflicting claims are not identical, they are not patentably distinct from 
each other because: 

Instant claims 1 and 6 are drawn to a method of preventing or inhibiting urinary 
incontinence comprising administering to a human a composition comprising at least one 
isoflavones selected from genistein, daidzein, glycitein, biochanin A, formononetin, their 
naturally occurring glycosides and their conjugates in an effective amount. Claims 27 and 30 of 
the 6 3 66 patent are also drawn to a method of treatment of urinary incontinence comprising 
administering the same active agents. 

Instant claim claims 3-5 recite limitations drawn to the dosage amount of the active 
agents. The dosage ranges in instant claims 3-5 overlap with the dosage ranges for the active 
isoflavones recited in claim 28 of the '366 patent. 

Instant claim 7 recites limitation drawn to the source of the isoflavones. The same source 
is recited in claims 31-32 of the '366 patent. 

It would have been obvious to one of ordinary skill in the art that the limitations of 
instant claims 1 and 3-7 are substantially overlapping with those of claims 27-28 and 30-32 of 
the c 366 patent. Instant claims 1 and 3-7 should recite limitations that are patentably distinct 
from those of claims 27-28 and 30-32 of the '366 patent. 

One of ordinary skill in the art would be motivated to use isoflavones in a method as 
instantly claimed since the active agents (isoflavones) are safer since they are not metabolized to 
the estrogenic equol. 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-15 are rejected under 35 U.S.C. 102(b) as being anticipated by Potter et al (US 
6,326,366). 

Potter teaches a method for inhibiting or preventing urinary incontinence comprising 
administering to a human a therapeutically effective amount of a composition containing 
isoflavone selected from genestein, glycitein, biochanin A, genistin, glycetin (genistin and 
glycitin are naturally occurring glycosides; col. 20, lines 3-15; lines 22-25; limitations of instant 
claim 1). The dosage of the active agents is about 20-1000mg (col. 20, lines 16-19, limitations of 
instant claims 2-5). The isoflavones can be administered individually or as a mixture (col. 20, 
lines 22-25; limitations of instant claim 6). The isoflavones can be from clover or soy (col. 20, 
lines 26-29; limitations of instant claim 7). The method of Potter et al involves the use of 
pharmaceutical compositions containing the active isoflavones and an excipient (col. 12, lines 
44-45; limitation of claim 8). The compositions can be in the form of a capsule or a tablet (pill), 
a suspension or a solution (col. 11, lines 55-64; limitations of instant claims 9-10). The 
composition can be formulated for administration including subcutaneous, oral and transdermal 
modes (col. 11, lines 60-67; limitations of instant claims 11-13). The composition can also 
contain substances like starch or glucose or gelatin (a protein material), which are food 
ingredients (col. 12, lines 46-50; limitations of instant claims 14 and 15). 
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This teaching of Potter et al is seen to meet the limitations of instant claims 1-15. 



Conclusion 



Claims 1-15 are rejected 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ganapathy Krishnan whose telephone number is 571-272-0654. 
The examiner can normally be reached on 8.30am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia A. Jiang can be reached on 571-272-0627. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



GK 




Shaojia A. Jiang 
Supervisory Patent Examiner 
Art Unit 1623 



